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DETAILED ACTION 

Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1 .1 14 was filed in this 
application after a decision by the Board of Patent Appeals and Interferences, but 
before the filing of a Notice of Appeal to the Court of Appeals for the Federal Circuit or 
the commencement of a civil action. Since this application is eligible for continued 
examination under 37 CFR 1.114 and the fee set forth in 37 CFR 1 .17(e) has been 
timely paid, the appeal has been withdrawn pursuant to 37 CFR 1.114 and prosecution 
in this application has been reopened pursuant to 37 CFR 1.114. Applicant's 
submission filed on 8/15/201 1 has been entered. 

Specification 

2. The disclosure is objected to because of the following informalities: the first line 
of the specification should be amended to reflect that Application No. 09/845,758 is now 
Patent No. 6,645,223. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 35-74 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
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which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The originally filed specification appears to 
lack adequate support for the requirement that the inner catheter extends a distance of 
at least 3 centimeters past the distal end of the recovery sheath in the delivery position, 
as now recited in independent claims 35, 45, 54, and 68. The specification merely 
discloses in paragraph 37 that the recovery sheath can be 10-15 cm shorter than the 
inner catheter and that the inner catheter extends beyond the sheath in the delivery 
position. Nowhere is a length of the distal end of the inner catheter extending past the 
sheath in the delivery position defined. Therefore, the specification as originally filed 
does not appear to support the language specifying the distance of at least 3 
centimeters between the distal ends of the catheters in the delivery position. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 35-53 and 63-74 are rejected under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The term "sufficient" in the requirement in 
independent claims 35, 45, and 68 is a relative term which renders the claims indefinite. 
The term "sufficient column strength" is not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree, and one of ordinary skill in 
the art would not be reasonably apprised of the scope of the invention. Although the 
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specification discusses materials that have sufficient strength to hold a compressed 
strut assembly (paragraph 44), the specification does not disclose material properties/ 
compositions that meet that provide a sheath with "sufficient column strength" for 
performing the function of collapsing an expanded filter within the body. Dependent 
claims 36-44, 46-53, 63-67, and 69-74 are indefinite for the same reason, since they 
include all the limitations of the independent claims. 

5. Claim 56 recites the limitation "may be up to approximately" in line 2, which 
renders the claim indefinite because the scope of the claimed range cannot be 
determined. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 35-40, 42-50, and 54-71 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US Patent No. 6,171,327 (Daniel et al.) in view of US Patent No. 
6,887,256 (Gilson et al.). 

Regarding claims 35, 45, 54, and 68: Daniel illustrates a catheter system in 
Figures 20-23 that is designed for recovery of an embolic filter (21) that is disposed on a 
guide wire (26). The system comprises an inner catheter (172 in Figure 20 or 372 in 
Figure 23) that moves along the guidewire (26) and has a distal portion made of flexible 
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tubing (column 8, lines 61-67). A control handle (710) is connected to the proximal end 
of the inner catheter (372) (see Figure 24-26). The system further comprises a recovery 
sheath (151) with a control handle (702) at its proximal end (Figures 24-26). The inner 
catheter (172) is loaded inside the recovery sheath (151). The inner and outer 
catheters are capable of being positioned relative to another so that the distal end (180) 
of the inner catheter (172) extends distally beyond the recovery sheath (151), as shown 
in Figure 20. In this delivery position, both catheters are advanced along the guidewire 
(260) in proximity to a filter (21 ). As evidenced by the fact that the recovery sheath 
(1 51 ) is capable of deforming the tabs (1 82) on the distal end (1 80) of the inner catheter 
when pushed distally to retrieve the filter (Figure 21), the sheath (151) is considered to 
have "sufficient column strength" to collapse the filter (shown in Figure 19). Regarding 
claims 54 and 55, Daniel discloses steps of using the device in column 10 that include 
advancing the inner catheter and recovery sheath over a guide wire, locking the inner 
catheter to the guide wire, advancing the recovery sheath over the filter to collapse it, 
and removing the entire system from the patient's body. 

The requirement "the longitudinal length of the distal portion of the inner catheter 
which extends distally out of the distal end of the recovery sheath is at least 3 
centimeters" is a recitation related to the claimed "delivery position." The requirement is 
a recitation of a relative position of two moveable components. The prior art is not 
required to specifically show the claimed delivery position of the components, and the 
position shown in Figure 20 of Daniel is not necessarily the claimed delivery position. 
As long as the prior art is capable of being manipulated to a position where the inner 
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catheter extends 3 centimeters distally from the recovery sheath, it meets this claim 
requirement. 

In this case, the inner and outer catheters are moveable relative to one another 
so that the inner catheter extends distally of the outer sheath, but Daniel is silent with 
respect to the lengths of the inner and outer catheters and the distance of relative 
movement between them. Daniel does teach that the catheters can have a range of 
sizes (column 3, lines 62-65; column 7, lines 63-67) and the length of the catheter can 
be adjusted to so that it is appropriate for a specific use (column 4, lines 1-6). Gilson 
discloses a similar filter retrieval assembly in Figures 42-47 that comprises an inner 
catheter (1 21 ) and recovery sheath (3) advanced over a guidewire (99) carrying a filter 
(40). Gilson teaches that the inner catheter (121) should be configured to extend 
distally beyond the distal end of the recovery sheath (3) a length sufficient to prevent 
snagging of the sheath on a stent (1 1 3) that has been delivered to the treatment site 
and minimize vessel trauma (column 20, lines 38-48). In light of Gilson's teaching, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to modify the Daniel assembly so that the inner catheter has the capability of 
extending at least 3 centimeters beyond the distal end of the recovery sheath in order to 
prevent snagging on a deployed stent and to minimize vessel trauma. This modification 
merely involves a change in length of a component or amount of relative movement 
between components, which is generally recognized as being within the level of 
ordinary skill in the art. In re Rose, 1 05 USPQ 237 (CCPA 1 955). 
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Regarding claims 36, 46, 56, 57, and 69: the language "may be up to", "may be 
up to approximately", and "may extend up to" is significantly broad to include any length 
less than the stated dimension. This range is significantly broad enough to encompass 
lengths of the recovery sheath and inner catheter that are substantially equal, so that 
the difference between their lengths is zero. Therefore, the Daniel device meets this 
broad requirement. 

Regarding claims 37, 38, 47, 48, 64, 66: Daniel fails to disclose whether the inner 
catheter or outer sheath has greater column strength or flexibility than the other. Daniel 
does teach that the catheters can be made of any appropriate material known to those 
of ordinary skill in the art in order to provide the device with the desired degrees of 
rigidity and flexibility to be advanced through tortuous paths (column 4, lines 7-12; 
column 8, lines 1 0-13). Applicant has not disclosed that the greater column strength or 
flexibility of one component or the other provides an advantage or solves a stated 
problem. At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to form the inner catheter to have 
greater column strength than the recovery sheath or to form the recovery sheath to 
have greater column strength than the inner catheter, since it has been held to be within 
the general skill of a worker in the art to select a known material on the basis of its 
suitability for the intended use as a matter of obvious design choice. In re Leshin, 1 25 
USPQ 416. One of ordinary skill in the art, furthermore, would have expected 
Applicant's invention to perform equally well with the combination of material properties 
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disclosed by Daniel, because the Daniel device achieves the same objective of tracking 
a recovery sheath over an inner catheter to retrieve a filter. 

Regarding claims 39, 40, 44, 49, 50, 58-62, 70, 71 : Inner catheter (372) can be 
locked onto the guide wire (26) by way of a threaded connection between the handle 
(710) and a locking mechanism that includes a guide wire clamp (720) and a collet 
(718). The recovery sheath control handle (702) is locked with the inner catheter 
control handle (710) by a stop (708) that prevents the handles (702,710) from becoming 
separated but allows the handles to slide relative to one another. 
7. Claims 41 -43, 51 -53, 72, 73, and 74 are rejected under 35 U.S.C. 1 03(a) as 
being unpatentable over Daniel in view of Gilson, as applied above, and further in view 
of US Patent No. 5,201 ,757 to Heyn et al. 

The relative position of the handles of the modified Daniel assembly is switched 
so that control handle of the recovery sheath is coaxially disposed within the lumen of 
the control handle of the inner catheter. Heyn discloses a device with control handles for 
sheaths that move relative to one another. Heyn teaches that the control handle (60} for 
the inner catheter (44) can be disposed within the control handle (56) of the outer 
sheath (20). It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to simply rearrange the control handles of the modified Daniel 
device so that the control handle of the inner catheter is disposed within the lumen of 
the recovery sheath handle, as Heyn teaches that this is an alternate way to configure 
control handles of relatively moving sheaths. 
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Response to Arguments 

8. Applicant's arguments filed 8/1 5/201 1 have been fully considered but they are 
not persuasive. Applicant argues that Daniel only includes a small portion (180) of the 
inner catheter that extends distally to the recovery sheath (150). As explained above, 
the position shown in Figure 20 is not necessarily the claimed "delivery position", the 
components are moveable relative to one another to a variety of positions. Daniel also 
does not disclose lengths of components, so it is unknown whether distal portion (180) 
extends 3 cm past the sheath in Figure 20 or not. While the Examiner agrees that the 
claims now further define the "distal portion" of the inner catheter that extends past the 
recovery sheath in the delivery position, this limitation is based on a particular position 
of two relatively moveable components and is therefore considered as functional 
language not given full patentable weight. Applicant asserts that Figure 20 illustrates 
the inner catheter in its furthest distally extending position, but this is simply not 
explicitly stated by Daniel. Gilson provides motivation for configuring an inner catheter 
so that it is capable of extending distally beyond the outer sheath in the delivery position 
by teaching that this avoids snagging of the outer sheath on a deployed stent and 
reduces vessel trauma. Since a mere change in length of one of the components of 
Daniel or a change in the distance of the relative movement of the components of 
Daniel would achieve the claimed distance between the distal ends of the components 
in a particular position and Gilson discloses that this configuration is known in the art to 
be beneficial, this requirement is considered to be an obvious modification of Daniel and 
within an ordinary level of skill in the art. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sarah Webb whose telephone number is (571)272- 
5749. The examiner can normally be reached on Monday through Friday from 9:00 AM- 
5:00 PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, please contact 
the examiner's supervisor, Tom Hughes, af (571) 272-4357. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

If there are any inquiries that are not being addressed by first contacting 
the Examiner or the Supervisor, you may send an email inquiry to 
TC37 00_Workgro u p„D„I nquiries @ u spto . go v . 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/SARAH WEBB/ 
Examiner, Art Unit 3731 



